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1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) S Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)IEI Ail b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) □ Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) □ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) D Notice of Informal Patent Application (PTO-152) 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 7-05) 



Office Action Summary 



Part of Paper No./Mail Date 20060713 



Application/Control Number: 10/654,949 
Art Unit: 1771 



Page 2 



Continued Examination Under 37 CFR LI 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 4/28/2006 has been entered. 

2. Claims 105-208 are pending and claims 105, 141, 161-163, 180 and 199 have been 
amended. The amended claims contain no new matter. The objection of claims 161 and 162 and 
the rejection of claims 141 and 199 have been withdrawn due to amendment. The previously 
applied art rejections in view of Kania have been withdrawn as the applied reference fails to 
teach a two layer anti-microbial composite comprising a coating of anti-microbial metal between 
said layers with no metal present on the exterior surfaces of the composite. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

3. Claims 105-108, 121, 122, 139-141, 174, 176, 177, 179, 180-183 and 197-199 are 
rejected under 35 U.S.C. 102(b) as being anticipated by Juhasz (EP 0 099 758). 
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Juhasz teaches a multi-layered composite wound dressing comprising a semi-permeable 
membrane (second layer), a supporting and reinforcing permeable layer and a 
biodegradable tissue interface (first layer) with said permeable layer being located 
between the semi-permeable membrane and biodegradable tissue interface (page 1, lines 
26-31). Preferably, the permeable layer is coated with silver (page 2, lines 1-5). 
Preferably the interface layer is porous (page 2, lines 10-16). 
4. Claims 105-116, 119, 124, 125, 128-136, 139-141, 147-148, 163, 164, 174-186, 188-191, 
193-195 and 197-199 are rejected under 35 U.S.C. 102(e) as being anticipated by Kirkwood et 
al. (US 2004/0241214). 

a. Kirkwood et al. teach a wound dressing comprising a liquid-permeable, apertured 
wound-facing surface with a plurality of particles comprising silver located behind the 
wound-facing surface (Abstract and [0052]). The Examiner equates the applied apertured 
fabric to Applicant's mesh structure. An absorbent layer may be located behind the layer 
of silver particles [0054-0056]. The apertured sheet may be made of polyethylene 
[0015]. The apertures may have diameters between 1 13jim and 3.57mm and may be 
round, oval, or regular polygonal [0037, calculation performed by Examiner]. The 
apertures make up about 0.1% to 50% of the sheet area [0016]. Claim 141 is rejected as 
the applied article is a sheet [Fig 1.]. Claims 147-148 are rejected as the layer of 
microspheres may be coated on the back of the apertured sheet [0053]. Said 
microspheres may comprise silver [0052]. Examiner equates this layer comprising silver 
microspheres to Applicant's instantly claimed "silver coating" as it is a coating layer 
comprising silver. 
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b. The absorbent layer or second layer is to be from 0.2mm to 10mm thick and have 
a basis weight that ranges from 50-500 g/m 2 [0056]. The absorbent layer may comprise a 
nonwoven fibrous web of viscose staple fibers and superabsorbent, or may be 
polyurethane foam [0056]. Both examples of absorbent layers are liquid-permeable and 
absorbing. 

c. Claims 174-179 are rejected as the applied article may be used as in the instantly 
claimed manner to create a variety of different articles. 

Claim Rejections - 35 USC § 102/103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

4. Claims 126-127, 167, 192 and 206 are rejected under 35 U.S.C. 102(e) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Kirkwood et al. (US 
2004/0241214). 

a. Although Kirkwood et al. do not explicitly teach the claimed feature of a specified 
liquid-absorbing capacity, it is reasonable to presume that said property is inherent to 
Kirkwood et al. Support for said presumption is found in the use of like materials (i.e. 
the second layer, i.e. the absorbent layer, is made of polyethylene which anticipates 
claims 131 and 132). The burden is upon Applicant to prove otherwise. In re Fitzgerald 
205 USPQ 594. In addition, the presently claimed property of the specified liquid- 
absorbing capacity would obviously have been present one the Kirkwood et al. product is 
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provided. Note In re Best, 195 USPQ at 433, footnote (CCPA 1977) as to the providing 
of this rejection made above under 35 USC 102. 

b. Although Kirkwood et al. do not explicitly teach the feature of the instantly 
claimed 24-hour release of the antimicrobial metal rate, it is reasonable to presume that 
said property is inherent to Kirkwood et al. Support for said presumption is found in the 
use of like materials (i.e. a two layer absorbent article of comprising liquid permeable 
layer with an antimicrobial metal in elemental form). The burden is upon Applicant to 
prove otherwise. In re Fitzgerald 205 USPQ 594. In addition, the presently claimed 
property of the antimicrobial release rate would obviously have been present one the 
Kirkwood et al. product is provided. Note In re Best, 195 USPQ at 433, footnote (CCPA 
1977) as to the providing of this rejection made above under 35 USC 102. 

Claim Rejections - 35 USC § 103 
5. Claims 117, 118, 120-123, 142-146, 152-162, 165, 166, 168, 169, 171-173, 187 and 200- 
205 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kirkwood et al. (US 
2004/0241214). 

a. The applied publication is silent as to the thickness of the first, wound-facing 
fabric. However, the publication does teach a thickness for the second layer of 0.2 to 10 
mm. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have made the first, wound- facing layer with a thickness of from 
about 0.05 to about 0.5 mm, since it has been held that where the general conditions of a 
claim are disclosed in the prior art, discovering the optimum or workable ranges involves 
only routine skill in the art. In re Aller, 105 USPQ 233. 



Application/Control Number: 10/654,949 Page 6 

Art Unit: 1771 

b. Provided both layers of Kirkwood et al. were made of the instantly claimed 
materials, thicknesses, and basis weights the article would comprise a two-layered 
apertured polyethylene sheet, with an overall thickness of 0.4mm to 20mm and basis 
weight of 100-1000 g/m 2 . 

c. Although Kirkwood et al. do not explicitly teach the claimed peeling strength or 
maximum tensile strength, it is reasonable to presume that said properties are inherent to 
Kirkwood et al. Support for said presumption is found in the use of like materials (i.e. a 
two layer absorbent article of comprising liquid permeable layer with an antimicrobial 
metal in elemental form) and more importantly a common utility (i.e. adhesive wound 
dressing). The burden is upon Applicant to prove otherwise. In re Fitzgerald 205 USPQ 
594. In addition, the presently claimed properties of peeling strength and maximum 
tensile strength would obviously have been present one the Kirkwood et al. product is 
provided. Note In re Best, 195 USPQ at 433, footnote (CCPA 1977) as to the providing 
of this rejection made above under 35 USC 102. 

d. Although Kirkwood et al. do not explicitly teach the feature of the instantly 
claimed 24-hour release of the antimicrobial metal rate, it is reasonable to presume that 
said property is inherent to Kirkwood et al. because the instantly claimed anti-microbial 
metal and its form are in common with one another. Support for said presumption is 
found in the use of like materials (i.e. a two layer absorbent article of comprising liquid 
permeable layer with an antimicrobial metal in elemental form). The burden is upon 
Applicant to prove otherwise. In re Fitzgerald 205 USPQ 594. In addition, the presently 
claimed property of the antimicrobial release rate would obviously have been present one 
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the Kirkwood et al. product is provided. Note In re Best, 195 USPQ at 433, footnote 
(CCPA 1977) as to the providing of this rejection made above under 35 USC 102. 

e. Reliance upon inherency is not improper even though rejection is based on 
Section 103 instead of Section 102. In re Skoner, et al. (CCPA) 186 USPQ 80. 

f. The invention of Kirkwood et al. is silent as to the amount of silver to be used in 
the applied anti-microbial metal wound dressing. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to have made the 
wound dressing of Kirkwood with the instantly claimed silver metal levels, since it has 
been held that where the general conditions of a claim are disclosed in the prior art, 
discovering the optimum or workable ranges involves only routine skill in the art. In re 
Aller, 105 USPQ 233. 

6. Claims 137, 138 and 196 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kirkwood et al. as applied to claims 136 and 195 respectively, further in view of Burton (US 
6,903,243). Kirkwood et al. is silent as the use of a superabsorber comprising a polymer having 
recurring units derived from acrylic acid and derivatives thereof. 

a. Burton teaches a multilayer absorbent wound dressing comprising an absorbent 
layer of 0-30 parts by weight of an acrylic or methacrylic acid ester (col. 4, lines 55-62). 
The applied invention may also include antibacterial silver (col. 12, lines 31-34). 

b. Since both Kirkwood et al. and Burton are from the same field of endeavor, (i.e. 
multilayer absorbent wound dressings comprising superabsorbents and silver), the 
purpose disclosed by Burton would have been recognized in the pertinent art of 
Kirkwood et al. 
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c. It would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to modify the wound dressing of Kirkwood et al. with the 
superabsorbent and superabsorbent percentage of Burton with the motivation of creating 
a highly effective absorbent article. 
7. Claims 149-151, 170, 207 and 208 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kirkwood et al. as applied to claims 105 and 147 and further in view of 
Burrell et al. (US 6,333,093). Kirkwood et al. is silent as to having a sheet or film between the 
first and second layers and the incorporation of a layer of aluminum between the silver layer and 
the first layer. 

a. Burrell et al. teach a multilayer anti-microbial material formed to produce an 
interference color, and thus an indicator of anti-microbial effect (Abstract). The applied 
invention provides a base layer of a partly reflective layer and a top layer containing at 
least one anti-microbial metal (col. 2, lines 46-55). The base layer may be aluminum and 
the top layer is preferably silver (col. 3, lines 1-8). The top layer when contacted with an 
alcohol or water-based electrolyte releases ions of the silver metal into the alcohol or 
water-based electrolyte at a concentration to provide a localized anti-microbial effect. A 
color change occurs upon contact with an alcohol or water-based electrolyte so as to 
indicate activation of the material (col. 3, lines 45-56). This anti-microbial material (top 
and bottom layers) may be coated on the wound-facing layer 12 (Figure 2) of a wound 
dressing (col. 13, lines 51-57). This coating may be located between the first layer of the 
dressing 12, which may be a perforated polyethylene film and a second absorbent layer 
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(col. 12, lines 8-55). This teaching provides for a layer of aluminum followed by a layer 
of silver between a perforated polyethylene film and an absorbent layer. 

b. Since both Kirkwood et al. and Burrell et al. are from the same field of endeavor, 
(i.e. antimicrobial wound dressings) the purpose disclosed by Burrell et al. would have 
been recognized in the pertinent art of Kirkwood et al. 

c. It would have been obvious at the time the invention was made to a person having 
ordinary skill in the art to modify the antimicrobial wound dressing of Kirkwood et al. 
with the motivation of providing the wound dressing with a visible indicator of anti- 
microbial activity, so as to minimize the over application of antimicrobial agents and 
unnecessary wound dressing removal (col. 1, line 66 - col. 2, line 3). 

Double Patenting 

8. Claims 105-208 are provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-20 and claims 1-34 of copending 
Application Nos. 1 1/255,956 and 1 1/255,957. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because all three applications are directed to 
antimicrobial wound dressing composite comprising two layers with a silver coating between 
said layers. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Response to Arguments 

9. Applicants arguments filed 4/28/2006 have been fully considered but they are not 
persuasive. 
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10. Applicant argues that the instantly claimed article is to contain only the anti -microbial 
metal in elemental form between the first and second layers without other materials in light of 
Applicant's Specification. In response to applicant's argument that the references fail to show 
certain features of applicant's invention, it is noted that the feature upon which Applicant relies 
(i.e., an interior layer consisting of elemental anti-microbial metal) is not recited in the rejected 
claim(s). Although the claims are interpreted in light of the specification, limitations from the 
specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181, 26 

USPQ2d 1057 (Fed. Cir. 1993). Furthermore, no exclusionary statements have been set forth in 
the instant claims to preclude additional materials being present in between the first and second 
layers. This argument is not commensurate with the scope of the claims. 

1 1 . Applicant argues that the microparticles/microspheres are not capable of releasing the 
anti-microbial metal. This argument is clearly contradicted by the abstract of Kirkwood et al., 
which states that the anti-microbial particles pass through the apertures of the wound facing 
surface of the sheet. 

12. Applicant argues that arranging the indicator layer as an interior layer (i.e. between two 
layers), does not serve any useful purpose because there would be no visible color change due to 
the indicator being hidden between two layers. Applicant continues by asserting the only 
location of the indicator for the wound dressing depicted in Figure 2 of Burrell et al., which 
would make it possible to detect a color change is the outer wound-facing surface of layer 12. 
Applicant is directed to column 3, lines 25-56, which recites the forming of a base layer on a 
substrate. The base layer is then covered with a top layer. The base layer, which is the 
intermediate layer in this embodiment, is capable of generating an interference color when 
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covered with a partly reflective, partly light transmissive top layer. This allows the base layer to 
be viewed through the top layer. 

13. Applicant argues that Burrell et al. calls for an arrangement wherein the multilayer 
antimicrobial coating is provided on both outer surfaces of the multilayer wound dressing of 
claim 17. Applicant further asserts that this done in order to improve detectability (claim 18). 
Examiner does not allege the invention of Burrell reads on the instant invention, but rather that 
one skilled in the art would have been motivated by Burrell to include an indicating means in 
Kirkwood et al. Examiner has only relied upon the teachings of Burrell et al. for the teaching of 
the intermediate aluminum indicatory layer. As pointed out supra, the indicatory layer may be 
seen through the top layer. The applied reference is not limited to the embodiments set forth in 
claims 17 and 18. 

14. Applicant argues that the indicator composite of Burrell et al. serves a dual function as a 
source of anti-microbial metal and a color changing material and that since Kirkwood et al. 
already possesses an anti-microbial substance the inclusion of yet another source of anti- 
microbial material would unnecessarily complicate things. Examiner disagrees with Applicant's 
interpretation of the combined article of Kirkwood et al. and Burrell et al. In the combined 
article, there would be a first layer, then the aluminum layer, silver layer and finally the second 
layer. This embodiment of coating the aluminum layer with silver is set forth in Example 1 of 
Burrell. In the combined article the two silver layers of Kirkwood et al. and Burrell et al. are 
interchangeable and the additional anti-microbial properties of the aluminum layer would 
provide a prolonged anti-microbial effect (col. 3, lines 27-32). 
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15. Applicant argues that two different sources of anti-microbial substances would require a 
careful matching of the release profiles of the microparticles/microspheres and the indicator 
composite in order to ensure that the corresponding composite does not release too much and not 
too little anti-microbial material per unit time. Therefore, there is no motivation to combine the 
inventions of Burrell et al. and Kirkwood et al. Examiner disagrees with this assertion and 
directs Applicant to Example 1 of Burrell et al., which provides for a coating of Ag on an Al 
base layer. The combined article has either the microparticles/microspheres of Kirkwood et al. 
or the Ag sputtered coating available for the silver coating teaching. Furthermore, Applicant's 
argument may not take place of actual evidence especially in an art where high levels of 
experimentation are considered routine. The alleged experimentation to discover the "matching 
of the release profiles" is not precluded from an obviousness rejection. 

16. Applicant argues that there is no motivation to combine the inventions of Kirkwood et al. 
with Burton. Said motivation has been provided supra. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Matthew D. Matzek whose telephone number is (571) 272-2423. 
The examiner can normally be reached on 8:30 am - 5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Terrel Morris can be reached on (571) 272-1478. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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